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DETAILED ACTION 

This Action is in response to the communication filed on 6/1/04. The amendment has 
been entered. Claims 1-83 are currently pending in the application and are addressed herein. 

Election/Restrictions 

Applicant's election without traverse of Group VI (claims 39-47 and new claims 63-83) 
in the reply filed on 6/1/04 is acknowledged. 

Election was made without traverse in the reply filed on 6/1/04. 

Specification 

The specification is objected to because the specification contains sequences which 
require appropriate sequence identifiers (i.e., SEQ ID NOS). Specifically, see the sequences 
disclosed in Figure 1 A, as well as the amino acid sequences disclosed on pages 139, 140 and 166 
of the specification. With respect to the sequence disclosed in Figure 1 A, it is acknowledged that 
the appropriate SEQ ID NOS. can be present in the description of the drawings; however, there 
are no sequence identifiers present in the instant description of figure 1 A. It appears that the 
sequences disclosed in Figure 1 A and on pages 139, 140 and 166 are not present on the instant 
Paper sequence listing. If the disclosed sequences are not present on the Paper sequence listing 
and the CRF, than submission of a new CRF and Paper sequence listing, as well as an 
amendment to the specification inserting the appropriate SEQ ID NO. is required. If the 
sequences disclosed are present on the CRF and paper sequence listing, then an amendment 
adding the appropriate SEQ ID NOS. to the specification is required. 
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Additionally, the disclosure is objected to because of the following informalities: 
The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
other form of browser-executable code. See MPEP § 608.01. For example, see page 24, line 16. 
All hyperlinks in the specification must be deleted. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 112, second paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 39, 42 and 43 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The instant claims are indefinite because claim 43 recited the phrase "the modulator 
inhibits Fortilin activity by preventing its binding activity" (Emphasis Added). Here the word 
"its" renders the claims indefinite because it is unclear if "its" refers to the modulator or to 
Fortilin. It is noted that claim 43 depends from claims 42 and 39, thus claims 39 and 42 must 
encompass the limitations of claim 43. Therefore, claims 39, 42 and 43 are properly rejected. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 39-47 and 63-83 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The Written Description Guidelines for examination of patent applications indicates, "the written 
description requirement for a claimed genus may be satisfied through sufficient description of a 
representative number of species by actual reduction to practice, or by disclosure of relevant, 
identifying characteristics, i.e. structure or other physical and/or other chemical properties, by 
functional characteristics coupled with a known or disclosed correlation between function and 
structure, or by a combination of such identifying characteristics, sufficient to show applicant 
was in possession of the claimed genus." (See MPEP 2100-164) 

In the instant case, the claims encompass methods for identifying modulators of "a 
Fortilin polypeptide" (see claims 39 and 68). The phrase "a Fortilin polypeptide" implies that 
there is more than one Fortilin polypeptide (se p. 10, lines 24-26). Looking to the specification 
for guidance, it is clear that term "a Fortilin polypeptide" encompasses variants of Fortilin, such 
as the possible variants described on pages 26-30 of the specification, including "biologically 
functional equivalents" of Fortilin which are described as variants of Fortilin that maintain the 
biological function of Fortilin (see p. 27, lines 15-20). 

Therefore, the instant claims encompass methods wherein the methods utilize "a Fortilin 
polypeptide" wherein the Fortilin polypeptide could be any variant of Fortilin that maintains the 
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biological activity of Fortilin. As such, the claims are drawn to the use of a molecule wherein 
the molecule can be any one species of huge genus of Fortilin variants. The specification has 
only described one species of this vast genus — the wild-type Fortilin polypeptide disclosed as 
SEQ ID NO:2. The specification does not disclose any other variants of Fortilin that maintain 
Fortilin activity, nor does the specification indicate which amino acids of Fortilin can be changed 
or deleted and result in a "biologically active" Fortilin variant. Furthermore, there is no structure 
function relationship described such that one of skill in the art would be able to clearly recognize 
any critical structural elements of Fortilin. Considering the huge number of possible variants 
encompassed by the claims and the limited guidance provided in the specification with respect to 
identifying the biologically active variants encompassed by the claims, it is the Examiner's 
position that the specification has not adequately described a sufficient number of "representative 
species" encompassed by the claims, as required. 

Additionally, claims 39-47 and 63-83 are also rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement, in view of the written 
description rejection above. The claim(s) contains subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and/or use the invention. 

As mentioned above, the claims encompass Fortilin variants for which there is 
insufficient written description provided in the specification. Without a clear description of the 
biologically active Fortilin variants encompassed by the claims one of skill in the art would not 
know how to make or use the claimed invention without performing an undue amount of 
additional experimentation. 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 39, 40, 44, 63, 67, 68, 75-77 and 79 are rejected under 35 U.S.C. 102(b) as being 
anticipated by TESHIMA et al (Journ. of Immunol., 1998, cited in IDS). 

The instant claims are drawn to a method for identifying a modulator of a Fortilin 
polypeptide comprising contacting the polypeptide with a candidate substance, and assaying 
whether the candidate substance modulates the Fortilin polypeptide (claim 39); wherein the 
assaying compares the activity of the Fortilin polypeptide in the presence and absence of the 
candidate substance (claim 40); wherein the modulator enhances Fortilin (claim 44); wherein the 
candidate substance is a polypeptide (claim 63); wherein the Fortilin polypeptide is in a cell 
(claim 67). As well as A method for identifying a modulator of a Fortilin polypeptide 
comprising: contacting a candidate modulator with a cell expressing the Fortilin polypeptide, 
measuring the level of Fortilin activity of expression or the cell, and, comparing the level of 
activity or expression of the cell to the level of Fortilin activity or expression of a cell not 
contacted with the candidate modulator, wherein a difference between the level of Fortilin 
activity or expression indicates that the candidate modulator is a modulator of a Fortilin 
polypeptide (claim 68); wherein the level of Fortilin expression is measured (claim 75); wherein 
the level of Fortilin polypeptide is measured (claim 76); wherein the level of Fortilin mRNA is 
measured (claim 77); wherein the candidate substance is a polypeptide (claim 79). 
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TESHIMA teaches a method wherein they have identified GM-CSF, a polypeptide, as a 
modulator of the HRF. It is noted that the specification indicates the Fortilin is also known in the 
art as "Translationally Controlled Tumor Protein" (TCTP) which is encoded by TPT1 (see p. 17), 
and MACDONALD (CCG, 1999, cited in the IDS) teaches that TPT1 encodes HRF. Therefore, 
HRF is TCTP (as they are both encoded by TPT1), and thus HRF is Fortilin (as Fortilin is also 
known as TCTP). Therefore, TESHIMA teaches a method wherein they have identified GM- 
CSF, a polypeptide, as a modulator of the Fortilin (also known as HRF). Specifically, TESHIMA 
teaches that GM-CSF polypeptide (a cytokine) is added to macrophage cells that express HRF 
(Fortilin) resulting in the upregulation of expression of HRF mRNA and protein (e.g., see 
abstract, Figures 1-10). It is noted that method is performed in the presence and absence of GM- 
CSF and the results are compared, thus identifying GM-CSF polypeptide as a modulator of 
Fortilin (HRF). 

Claims 39, 40, 44, 63, 66-69, 75, 77 and 83 are rejected under 35 U.S.C. 102(b) as being 
anticipated by STURZENBAUM et al. (BBA, 1998, cited in IDS). 

The instant claims are drawn to a method for identifying a modulator of a Fortilin 
polypeptide comprising contacting the polypeptide with a candidate substance, and assaying 
whether the candidate substance modulates the Fortilin polypeptide (claim 39); wherein the 
assaying compares the activity of the Fortilin polypeptide in the presence and absence of the 
candidate substance (claim 40); wherein the modulator enhances Fortilin (claim 44); wherein the 
candidate substance is a polypeptide (claim 63); wherein the candidate substance is a small 
molecule (claim 66); wherein the Fortilin polypeptide is in a cell (claim 67). As well as A 
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method for identifying a modulator of a Fortilin polypeptide comprising: contacting a candidate 
modulator with a cell expressing the Fortilin polypeptide, measuring the level of Fortilin activity 
of expression or the cell, and, comparing the level of activity or expression of the cell to the level 
of Fortilin activity or expression of a cell not contacted with the candidate modulator, wherein a 
difference between the level of Fortilin activity or expression indicates that the candidate 
modulator is a modulator of a Fortilin polypeptide (claim 68); wherein the level of Fortilin 
activity is measured (claim 69); wherein the level of Fortilin expression is measured (claim 75); 
wherein the level of Fortilin mRNA is measured (claim 77); wherein the candidate substance is a 
small molecule (claim 83). 

STURZENBAUM teaches a method wherein they have identified the heavy metal Cd, a 
small molecule, as a modulator of the TCTP. It is noted that the specification indicates the 
Fortilin is also known in the art as "Translationally Controlled Tumor Protein" (TCTP) which is 
encoded by TPT1 (see p. 17). Therefore, TCTP is Fortilin. As such, STURZENBAUM teaches 
a method wherein they have identified the heavy metal Cd, a small molecule, as a modulator of 
the Fortilin (also known as TCTP). Specifically, STURZANBAUM teaches that the small 
molecule Cd is added to soil as a pollutant, then the earth worm lumbricus rubellus is grown in 
the Cd polluted soil, thus adding the small molecule to a cell that expresses Fortilin. 
STURZENBAUM teaches that the worms exposed to Cd have an increased expression of TCTP 
(Fortilin) (e.g., see abstract, Figures 3-6). It is noted that method is performed in the presence 
and absence of Cd and the results are compared, thus identifying the small molecule Cd as a 
modulator of Fortilin (TCTP). 
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Conclusion 



No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon Eric Angell whose telephone number is 571-272-0756. The 
examiner can normally be reached on Mon-Fri, with every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John LeGuyader can be reached on 571-272-0760. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Art Unit 1635 
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PRIMARY EXAMINER 



